U.S. S.N. '0 - - 

Filed: February JS, 2002 

AMENDMENT AN!) RESPONSE TO OFFICE ACTION 

Amendment 
in the Claims 

L (currently amended} A method of treatment comprising 

(a.) penetrating into by--etiUffl^-or-r-enH»va f of tissue in t he endomural zone of an organ. 

organ component or tissue structure, wk-h-a-means-fef-deh-ve^- of a thefapet^^-prephyketie-f>{ ! 

diagnostic agent -and. 

<ht i utt uj' m mnuome ti lr. m u^iynui i__ jn>jW*<- , v a \ 03 J, it s lonuunment 
space or rescn ou <u c, i 1 1 , i 

I I (Ml (SI delivering [[the]] a therapeutic, prophylactic or diagnostic agent to the 

entkmrnnd ( ik < . in , . or tttMio fenKJVrtl \oi, ^ mi , i undent space or 

ic , )' in • m the endomural zone , w herein die agent is m a fefffl poly/met =.c carrier for local 
delivery of an effective amount of the therapeutic, prophylactic or diagnostic agent to the 
en do mural zone, 

wherein the. a g ent is delivered mix polymeric carrier is selected from the group consisting 
of peiymewe-^Mmiefi porous matrices, hydrogels. organogels, colloidal suspensions, 
microparticl.es and microcapsules, nanopartieles and combinations thereof 

Claim 2. (canceled) 

3. (previously presented) "I he method of claim 1 wherein the therapeutic, 
prophylactic or diagnostic agent, is selected from the group consisting of drugs and cells. 
Claim 4, uauieded) 
Claim. 5. (canceled). 
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U.S.S.N. 1 0/072.766 
Filed: February 8. 2002 

AMENDMENT AND RESPONSE TO OFFICE ACTION 

6. (previously presented) The method of claim 3 wherein die drugs are selected 
from the group consisting of ami -infectives, antibiotics, and fungal, antihelminthic, amiparasistie 
• st mli it v i nt\ tap no iLmtt k. urn u n-nuan <>\ iguin nu i llammitoi 

.it, .iki I pr >N > v. } t< tvd <„ ll n \ h v ,a'i - t h m. bin agents ueiokK hoimonew 
vitamins, carbohydrates, lipids proteins, peptides and enzymes. 

7. (previously presented) The method of claim 3 wherein die drugs arc proliferative 
growth factors selected from die group consisting of platelet derived growth factor (PDGPf 
fibroblast growth factor (FOP.), transforming growth factor (TGF), eye-derived growth factor 
(EDi :i i cpidenn.il m> tit factor (1 Of ) uu \ e »:ovih L^mr t NC1F) msuim-like ginw ih laclot 

M cd ) , v.a a >, naiied i giowth iaciot f\ 1 ul ) !L'\iK\Mi seattei lactot angiogenic 
growth factors, serum factors, collagen. larainin, tenascin, secreted protein acidic and rich in 
cysteine (SPARC), thrornbosporidin, fibroneclm, vlroentm and other matrix factors. 

(withdrawn) The method of claim 3 wherein the ceils are autogenous simi lar cells 
from adjacent normal zones of the same or different organs. 

9. (withdrawn) The method of claim 3 wherein the ceils are autogenous differing 
cells from adjacent normal zones of the same or different organs. 

10. (previously presented: withdrawn} the method of claim 3 wherein the cells are 
stem, cells or other progenitor cells. 

IT (withdrawn) The method of claim 3 wherein the cells are explained and expanded 
in vlito for implantation. 
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U.S.S.N. 10/072.766 
Filed: February S, 2002 

AMENDMENT AND RESPONSE TO OFFICE ACTION 

12. (previously presented: witiidrawn) The method of claim I wherein the 
therapeutic agent is selected from the group consisting of genes, piasmLh. episomes, viruses, and 
viroids, 

13. (previously presented) The method of claim 3 wherein the therapeutic agent is 
selected from the group consisting of heat shock proteins, stress response proteins, and inducers 
of heal shock or stress response proteins. 

Claim 14. (canceled) 

15. (currently amended) A device comprising 

a hollow tubular member with an end means for creating a void, ca vity, containmen t 
\S> k-i o) i ei sou hi i u U n KU.m _ _ ug < ; n m i e ^u ctuw 

whereiir the means for creating |[aj| the vx>id ;u cayjtv, con tainment s pace or rese rvoir are a is 
designed to cause minimal collateral damage to tissue surrounding a site where a the void, 
ea\it %. uoi i iqce ot leeixon is created. 

and means for local delivery of a therapeutic, prophylactic or diagnostic agent into the 
uH^tHii,i}A»H 4 an >igan -otf m uwifHm*PU* k, k -ua ue use y_j^_ i ih containmi i space 
u. icsep "lya.i whewm the agent u> deh\e;ed in a pol>men c .juiei ^elected from the group 
consisting of fK>lyrneu ; ic-eam^n : porous matrices, hydrogels. organogels, colloidal suspensions, 
mieropartick's and microcapsules, nanoparticles and combinations thereof. 

the device further comprising means for indirect or direct guidance. 
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AMENDMENT AND RESPONSE TO OFFICE ACTION 

16, (previously presented) The device of claim 15 wherein the member is rigid and 
made of metal, polymer, or composite. 

17. (previously presented) The device of claim 15 wherein the member is a flexible 
tubular tissue accessing device, 

i 8. (currently amended > I he de\ ice of claim I 5 wherein the device farther com pose 
f k. U\l iMUiiiLi iikj_ I uti lui >>1 ithcrapeut > lacf 1 gnosti igej lit 

delwefg s i ' ■ member . 

19. ( currently amended) The device of claim 15 wherein the members-*!* 
evpar^de coUuwH-an vm* <P t'-h hu o'-'-i mur t create a void utut\ . out, timet yaie i 

iii' , i " <. . ' i i 1 n t embet 

20. (original) The device of claim 1 5 further comprising diagnostic or therapeutic 
sensors. 

2L (original) The device of claim !5 further comprising projectile means to 
ballistic-ally transfer particles through the ecioluminal or endolumina! zone for retention in the 
endomurai zone. 

22. (original) The device of claim 21 wherein the projectile means is selected from 
the group comprising mechanical acceleration, electrical transfer, spark explosion, and gas 
explosion. 

23. (previously presented) The device of claim 15 further comprising means for 
direct, guidance. 
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AMENDMENT AND RESPONSE TO OFFICE ACTION 

24 . (previously presented) The device of claim 23 wherein the means for direct 
guidance is selected from the group consisting of fiber optic imaging systems, endoscopes, direct 
tip cameras, charge coupled devide (CCD), Complimentary Metal Oxide Semiconductor (C- 

d< v ? ) ot i the? s hip oi ok u k d \ ide< n} stems ami aitmsound oi gio! d positioning s\ stems 
(GPS). 

25 . (currently amended) A kit comprising 
a device comprising 

a hollow tubular member with an end means for penetrating into th e endomuraUone :of 
an oi^n^KiZMi^m^m^t or tissue structure. 

.1 mi ar- kn ueatum a \otd < o it imnj 11 m,»t pait (Mo>u\ijy <.„ i j I i , nd t i .i 
zone by-peBe^ng-tttxkwtt ^ or renw vkig-tissue, wherein die means for creating a void is 
designed u» cause minimal collateral damage to tissue surrounding a site where a void is created, 
further comprising means for indirect or direct guidance, and 

means for local delivery of therapeutic, prophylactic or diagnostic agents into the 
endourtnaf-zeBe-efmm^ v oid, cavitv. co ntainment space 

or reservoir area, a nd 

a void filling polymeric materia] or implant, wherein the void tilling material or implant 
is in a form suitable for local delivery. 

26. (withdrawn) The kit of claim 25 wherein the void filling materia! or implant can 
locally sense, store or telemeter physical chemical or biological information. 



7 



VUS ■ 0-3 
0"96i'O>0lO5 



U. S.S.N. 10/072,766 
Filed: February S, 2002 

AMENDMENT AND RESPONSE TO OFFICE ACTION 

27. (withdrawn) The kit of claim 25 comprising electroactive or electroconductJve 
polymers which may be directly or externally activated via transcutaneous energy delivery to 
elicit positive or negative galvanotaxis. 

28. (previously presented) 'The kit of claim 25 f urther comprising a therapeutic for 
induction of ingiogenesis or myogen< s 

29. {previously presented) The kit of claim 28 wherein the therapeutic is selected, 
from the group of angiogenic growth factors, inflammatory angiogenic polymers or polymer 
constructs, and electroactive or other mieroinjurious or locally stimulatory polymers. 

30. (withdrawn) The kit of claim 28 wherein the therapeutic comprises cells selected 
from the group eonsUmg o! endothe nil cells, EC bone marrow precursor cells, other stem? cells 
smooth muscle cells or precursors, combinations, neural ceils or neural stem ceils or 
combinations thereof. 

3 1 • (previously presented) The device of claim 1 5, wherein the device is suitable for 
nerve regeneration. 

32, (previously presented ) The kit of claim 25 comprising a bioaetive polymer. 

33. (previously presented } 'The kit of claim 25 further comprising stress response 
inducing agents or stress response proteins. 

Claim 34. (canceled) 

35. (cut real 1> amended) I he method of claim k wherein the organ, organ component 
or tissue .structure is aeeessed-penetrated percutaneously, surgically, or via endeinmmal entry. 
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AMENDMENT AND RESPONSE TO OFFICE ACTION 

3.6. (previously presented) The method of claim i wherein hie means for delivery of 
a therapeutic, prophylactic or diagnostic agent is a tubular device. 

37. (previously presented) The method of claim 1„ wherein the tubular device is 
selected from the group consisting of catheters, syringes and spray devices. 
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